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DETAILED ACTION 
Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co,, 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

1 . Claims 14-20 are rejected under 35 U.S.C. 103(a) as being unpatentable over Rath et al. 
(US 5650418) in view of Rath et al. (EP 0 891771 Al). 

Rath (US '4 18) teaches use of 5-500mg/kg of lysine (i.e., lysine hydrochloride, lysine 
dihydrochloride, lysine orotate, lysine succinate or lysine glutamate) in combination with 5-2500 
mg/kg of ascorbic acid (i.e., ascorbate, ascorbate salts) and l-300mg/kg of niacin (nicotinic acid) 
for treating cardiovascular disease by lowering the plasma concentration of lipoprotein such as 
Lp(a) (column 2, lines 15-21 and 47-57; colunrn 3, line 1 1 thru 32; Table I). The Rath also 
teaches that other vitamins and compounds with demonstrated antioxidative properties (e.g., 
tocopherol and beta-carotene) could be added to the said combination (column 3, lines 54-59 and 
column 4, lines 19-23). 
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Rath (EP'771) teaches use of 5-lOOOmg/kg of lysine (i.e., lysine hydrochloride, lysine 
dihydrochloride, lysine orotate, lysine succinate or lysine glutamate) in combination with 5- 
5000mg/kg of ascorbic acid (i.e., ascorbate), 5-1000 mg/kg of praline (i.e., praline hydrochloride, 
praline dihydrochloride, praline orotate, praline succinate and praline glutamate) and vitamin D 
for treating cardiovascular disease by lowering the plasma concentration of lipoprotein such as 
Lp(a) (page 4, lines 12-45; column 5, lines 3-7; Table I). The Rath also teaches that N- 
acetylglucosamine and other essential nutrients, that is minerals, trace elements or amino acids, 
can be added to the said combination (abstract; page 4, lines 47-48). 

The teaching of Rath'418 differs from the claimed invention in (i) the combinatorial use 
of ascorbic acid, niacin, lysine and praline in a composition, (ii) the lowering of total cholesterol, 
LDL-cholesterol, triglycerides, low density lipoprotein and homocystein, and (iii) the specific 
plasma concentration level of the lipoprotein lowered by the administration of said combination. 
To incorporate such teaching into the teaching of Rath'418, would have been obvious in view of 
Rath (EP'771) who teaches the use of praline in composition in treating cardiovascular disease 
by lowering the plasma concentration of lipoprotein such as Lp(a). 

Above references in combination make clear that ascorbic acid, niacin, lysine and praline 
have been individually used for cardiovascular disease by lowering the plasma concentration of 
the lipoprotein in a mammal. It is obvious to combine two compositions each of which is taught 
by prior art to be useful for same purpose; idea of combining them flows logically from their 
having been individually taught in the prior art. The combination of active ingredient with the 
same character is merely the additive effect of each individual component. See In re Kerkhoven, 
205 USPQ 1069 (CCPA 1980). 
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With respect to the lowering of "total cholesterol, LDL-cholesterol, triglycerides, low 
density lipoprotein and homocystein", such feature is considered to be expected feature of the 
prior art in references since the administration of said combination to the manmial in overlapping 
dosage amounts as to the instant invention would automatically achieve the desired effect of the 
instant invention, absence evidence to the contrary. 

With respect to the specific plasma concentration of the lipoprotein, those of ordinary 
skill in the art would have been readily determine the desired plasma concentration of the 
lipoprotein for the therapeutic treatment of cardiovascular patient as determined by good medical 
practice. 

With respect to the specific dosage amounts of ascorbic acid, niacin, lysine and praline in 
said composition, determination of the appropriate dosage for treatment involving each of the 
above mentioned formulations is routinely made by those of ordinary skill in the art and is within 
the ability of tasks routinely performed by them without undue experimentation, especially in 
light of the dosage information disclosed in the prior art. Hence, the reference makes obvious the 
instant invention. 

Although the instant claims use the different names for the said ingredients than those 
taught in the cited references, these references are particularly pertinent and relevant because all 
the claimed species and their roles are well known in the prior art. Thus, one would have been 
motivated to combine these references and make the modification because they are drawn to 
same technical fields (constituted with same ingredients and share common utilities), and 
pertment to the problem which applicant concems about. MPEP 2141.01(a). 
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2. Claims 21-32 are rejected under 35 U.S.C. 103(a) as being unpatentable over Rath et al. 
(US 5650418) in view of Rath et al. (EP 0 891771 Al) and further in view of Chochran (US 
6048846 A), Product Information Brochure (Life Extension Mix Multivitamin, 1997) and 
Umbdenstock (US 5332579). 

See rejection of the claims 14-20 above. The modified method of Rath'418 includes all 
that is recited in claims 21-32 except the incorporation of various secondary agents. 

Cochran teaches a combination of biochemical substances comprising 1-arginine, 1- 
lysine, 1-proline, 1-cysteine, 1-camitine, ascorbic acid (vitamin C), vitamin E (e.g., d-alpha- 
tocopherol, alpha-, beta- and gamma-tocopherol), beta-carotene, carotenoid mix, thiamine, 
riboflavin, pyridoxine, cobalamin, niacinamide, niacin, inositol, colecalciferol (vitamin D), 
biotin, folic acid, citrus biofavonoids, co-enzyme Q-10, calciimi, potassium, magnesium, 
manganese, zinc and chromium, wherein said biochemical composition is effective in lowering 
total cholesterol, LDL cholesterol and trigycerides (column 4, lines 62 thru column 5, line 8; 
column 10, lines 15-47; column 19, lines 21-30; Figures 1 and 5-8; Claims). 

Conmiercially available Life Extension Mix Multivitamin discloses a multi-vitamin 
comprising ascorbic acid, ascorbyl palmitate, D-alpha tocopherol, ascorbic acid, thiamin, 
cholecalciferol, riboflavin, niacin, niacinamide, magnesium ascorbate, pyridoxine, folic acid, 
cyanocobalamin, D-calciimi panthothenate, calcium ascorbate, dicalcium phosphate, calcium 
glucarate, biotin, magnesium glycinate, magnesixmi ascorbate, zinc, 1-selenomethionine, copper, 
manganese, chromium, molybedenum, lysine, cysteine, inositol, citrus bioflavonoid and grape 
seed extract (pynogenol or Leucoselect). 
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Umbdenstock teaches or suggests a nutritional supplement comprising Vitamin A, beta- 
carotene, vitamin Bl, vitamin B6, vitamin B12, niacin, niacinamide, vitamin C, biotin, 
pantothenic acid, inosito, amino acid, magnesium glycinate, manganese glycinate, chromium 
glycinate, zinc glycinate, copper glycinate, potassium glycinate and molybdenum glycinate 
(column 7, lines 55-57; column 8, lines 32-64; coliram 9, line 47 thru column 10, line 23; 
Claims). 

The teaching of Cochran differs from the claimed invention in the use of ascorbyl 
palmitate, calcium ascorbate, calcium glycinate, chromium glycinate, dicalcium phosphate, 
magnesium ascorbate, magnesium glycinate, managanese chelate, molybdenum glycinate, 
pycnogenol, potassium chelate and zinc glycinate in said composition. To incorporate such 
teaching into the teaching of Cochran, would have been obvious in view of commercially 
available "Life Extension Mix Multivitamin" that teaches or suggests the use of ascorbyl 
palmitate, magnesixmi ascorbate, dicalcium phosphate, magnesium glycinate, grape seed extracts 
(pynogenol) in a nutritional multi- vitamin supplement and Umbdenstock who teaches or 
suggests the use of manganese glycinate, chromiimi glycinate, zinc glycinate, copper glycinate, 
potassium chelate (potassium glycinate) and molybdenum glycinate in a nutritional supplement. 

Above references in combination make clear that vitamin C (e.g., ascorbic acid, ascorbyl 
paknitate). Vitamin E(e.g„ beta-, gamma-, delta-tocopherol-mix, d-alpha-tocopherol), vitamin A 
(e.g., beta-carotene, carotenoid mix), vitamin D (e.g., cholecalciferol), vitamin Bl (e.g., 
thiamine), vitamin B2 (e.g., riboflavin), vitamin B3 (e.g., niacin, niacinamide), vitamin B5 (e.g., 
d-calcium panthothenate), vitamin B6 (e.g., pyridoxine), vitamin B 12 (e.g., cyanocobalamin), 
folic acid, biotin, inositol, L-arginine, L-camitine, L-cysteine, L-proline, L-selenomethionine, 
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calcium ascorbate, calcium glycinate, chromium glycinate, citrus bioflavonoids, coenzyme QIO, 
copper glycinate, cyanocobalamin, dicalcium phosphate, magnesium ascorbate, magnesium 
glycinate, manganese chelate, molybdenum glycinate, pycnogenol, potassium chelate and zinc 
glycinate are well known ingredients that are readily recognized in a nutritional supplement art.. 
Above references in combination makes clear that the formulation of the claimed composition is 
well within the skill of the artisan. One would have been motivated to make such modification 
to increase the efficacy by making the formulation in additive or synergistic combination of 
known nutrients. Although the instant claims use the different names for the said ingredients 
than those taught in the cited references, these references are particularly pertinent and relevant 
because all the claimed species and their roles are well taught in the cited reference. Thus, one 
would have been motivated to combine these references and make the modification because they 
are drawn to same technical fields (constituted with same ingredients and share common utilities, 
and pertinent to the problem which applicant concems about. MPEP 2141 .01(a). 

With respect to the specific dosage amoxmts of ascorbic acid, niacin, lysine and praline in 
said composition, determination of the appropriate dosage for treatment involving each of the 
above mentioned formulations is routinely made by those of ordinary skill in the art and is within 
the ability of tasks routinely performed by them without undue experimentation, especially in 
light of the dosage information disclosed in the prior art. Hence, the reference makes obvious the 
instant invention. 

Conclusion 

3. No Claim is allowed. 
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4. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Brian Kwon whose telephone number is (571) 272-0581. The 
examiner can normally be reached Tuesday through Friday from 9:00 am to 7:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Christopher Low, can be reached on (571) 272-0951. The fax number for this Group 
is (571)273-8300. 

Any inquiry of a general nature of relating to the status of this application or proceeding 
should be directed to the Group receptionist whose telephone number is (571) 272-1600. 

Brian Kwon 
Patent Examiner 
AU 1614 



